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DETAILED ACTION 
Claim Objections 

1. Claims 17 and 30 are objected to because of the following informalities: "the 
cooling" is not mentioned in independent claims 14 and 27 from which these claims 
depend, but in the preceding claims 16 and 29. Appropriate correction is required. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

2. Claims 1,2,4,8,9,11-15,18,19,21,23,27, and 31 are rejected under 35 
U.S.C. 102(b) as being anticipated by US Patent No. 5,292,321 to Lee. 

Lee discloses a stent delivery catheter with an inner tube (14), outer tube (24), 
heating element (35), and a balloon (20) extending between the distal tip of the outer 
tube and the distal end of the inner tube. A stent (19) is mounted on the balloon 
(column 7, line 59 through column 8). As shown in Figure 1, the maximum outer 
diameter of the tapered distal tip is equal to the compressed diameter of the stent (19). 
The heating element (35) is a braided wire and is connected to electrical wires (31 and 
34) (column 8, lines 39-58). The device includes a temperature-monitoring element 
(36) (column 8, lines 59-66). Lee discloses a method of using the device to deliver the 
stent that meets the claim limitations, including the step of monitoring temperature 
(column 11, lines 1-10). 
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Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by 
the manner in which the invention was made. 

3. Claims 3 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lee in view of US Patent No. 5,035,694 to Kasprzyk et al. 

Lee fails to form the heating element as a coil, but forms the heating element 
has a braided wire sleeve (35) (column 8, lines 53-58). Kasprzyk discloses another 
balloon catheter with a heating element disposed on an inner tube within the balloon 
cavity. Kasprzyk teaches that the heating element can be a coiled wire (51), as shown 
in Figure 4. It would have been obvious to one of ordinary skill in the art at the time 
the invention was made to form the braided heating element of Lee as a coiled wire, as 
taught by Kasprzyk, as this is simply a substitution of functionally equivalent 
structures. 

r 

4. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lee in 
view of US Patent No. 6,270,521 to Fischell et al. 

Lee fails to include radiopaque markers at the proximal and distal ends of the 
balloon, but does use a radipaque dye in the inflation fluid so that the balloon can be 
monitored (column 10, lines 45-48). Fischell discloses a balloon catheter with very 
similar features to Lee, including an inner tube (12), outer tube (11), balloon (18), and 
tapered tip (15). Fischell teaches that a stent delivery balloon catheter should have 
radiopaque markers (13P and 13D) at the proximal and distal ends of the balloon so 
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that the stent can be centered with respect to the stenosis (column 6, lines 3-4). It 
would have been obvious to one of ordinary skill in the art at the time the invention 
was made to include radiopaque markers at the proximal and distal ends of the 
balloon of the Lee device, as Fischell teaches that this helps center the stent. 

5. Claims 5-7,16,17,24-26,29, and 30 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Lee in view of Lashinski. 

Lee fails to form the stent from a shape-memory metal, such as Nitinol. 
Lashinski discloses another heated balloon catheter. Lashinski teaches that this type 
of device is advantageous for delivering shape-memory stents because a sheath is not 
required and control is maintained over the position of the stent during expansion 
(column 2, line 34 through column 3, line 17). Lashinski teaches that a shape 
memory Nitinol stent can be crimped onto the balloon (column 4, line 2). It would 
have been obvious to one of ordinary skill in the art at the time the invention was 
made to deliver a shape-memory stent with the Lee device, as Lashinski teaches that 
the expansion and position of this type of stent may be highly controlled with a heated 
balloon catheter. The Nitinol stents may also have more desirable mechanical 
properties for a particular procedure than the polymeric stents disclosed by Lee. 

Regarding the cooling step, Lee discloses the use of a cooling fluid injected into 
the balloon cavity to cool the stent (column 11, lines 20-65) and Lashinski discloses 
the use of a fluid to contract the stent onto the balloon (column 6, lines 26-35). 
Considering these teachings, it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to inject a cooling liquid into the balloon during 
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insertion of the stent if it is necessary to prevent premature expansion of the stent due 
to body heat. 

6. Claims 22 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Lee in view of US Patent No. 6,174,327 to Mertens et al. 

Lee simply does not state how the device is packaged, but Mertens teaches that 
a removable sheath can be disposed over the stent and removed before insertion 
(column 9, lines 12-20). It would have been obvious to one of ordinary skill in the art 
at the time the invention was made to include a removable sheath over the stent of 
Lee, as taught by Mertens, in order to protect the stent during shipping and storage. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sarah K. Webb whose telephone number is (571) 272- 
4706. The examiner can normally be reached on Mon-Fri 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



SKW 
4/26/06 



JULIANW.WOO _ 
PRIMARY EXAMINER 



